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DETAILED ACTION 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 20 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 20 recites the limitation "the silicone compound (C) and the N-substituted 
acrylamide (D) in the mixed solution" in the last two lines of the claim. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-2, and 9-18 are rejected under 35 U.S.C. 102(b) as being anticipated by Baba et 
al (WO 01/171415). For the purpose of examination, Baba et al (US 6,638,991) was used as 
the English translation of Baba et al (WO 01/171415). 

Regarding claims 1-2. and 18: Baba et al teaches an ocular lens material {contact lens 
[instant claim 1 8]} (1 :5-12) comprising a compound having an ethylenically unsaturated group 
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and a polydimethylsiloxane through a urethane bond (2:60-4:45; 7:30-67), and a pyrrolidone 
derivative in which a polymerizable group is a methylene group [instant claim 1] (4:18; 9:58-63), 
wherein the pyrrolidone derivative is present in an amount of 7.5-40% [instant claim2] (10:24- 
56; Tables 1 and 3 {col. 27-28}). 

Regarding claim 9: Baba et al teaches the basic claimed composition [as set forth above 
with respect to claim 1], wherein the repeating number of polydimethylsiloxane is 28 (7:28-45, 
compound A-l). 

Regarding claim 10: Baba et al teaches the basic claimed composition [as set forth 
above with respect to claim 1]. The Office realizes that all the claimed effects or physical 
properties are not positively stated by the reference. However, the reference teaches all of the 
claimed reagents. Therefore, the claimed effects and physical properties, i.e. a tensile modulus 
of 0.2 to 0.8 MPa, and a stress relaxation under loading a fixed load for 30 seconds is 8 to 1 5%, 
would inherently be achieved by a composition with all the claimed ingredients. If it is the 
applicants' position that this would not be the case: (1) evidence would need to be presented to 
support applicant's position; and (2) it would be the Office's position that the application 
contains inadequate disclosure that there is no teaching as to how to obtain the claimed 
properties and effects with only the claimed ingredients. 

Regarding claims 11-12: Baba et al teaches the basic claimed composition [as set forth 
above with respect to claim 1], wherein the water content is 29-50% by weight (Tables 4 and 6 
{col. 29 and 30}). 
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Regarding claims 13-14: Baba et al teaches the basic claimed composition [as set forth 
above with respect to claim 1], further comprising tris(trimethylsiloxy)silylpropyl methacrylate 
(8:27-9:1). 

Regarding claims 15-16: Baba et al teaches the basic claimed composition [as set forth 
above with respect to claim 1], further comprising N,N-dimethylacrylamide (10:1 1-18). 

Regarding claim 17: Baba et al teaches the basic claimed composition [as set forth 
above with respect to claim 1], further comprising at least one crosslinking agent (4:25-32). 

Claims 19, 21-26 are rejected under 35 U.S.C. 102(b) as being anticipated by Baba et al 
(WO 01/171415). For the purpose of examination, Baba et al (US 6,638,991) was used as the 
English translation of Baba et al (WO 01/171415).' 

Regarding claim 19: Baba et al teaches a method for preparing ocular lens material (1:5- 
12) comprising mixing a compound having an ethylenically unsaturated group and a 
polydimethylsiloxane through a urethane bond (2:60-4:45; 7:30-67), and a pyrrolidone derivative 
in which a polymerizable group is a methylene group (4:18; 9:58-63), and a photopolymerization 
initiator (20:63-21:16) or thermal polymerization initiator (19:47-20:8); the mixture was 
introduced to a mold; thermal or photo cured (22:40-23:25); a surface treatment procedure was 
employed to impart hydrophilic properties and lipid stain resistance (22:10-16); the residual 
monomers were extracted from the lens (25:17-45); the ocular lens material was hydrated 
(22:55-57). 
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Regarding claim 21: Baba et al teaches the basic claimed method [as set forth above 
with respect to claim 19], further comprising a crosslinking agent (12:1-34; Tables 1 and 3 {col. 
27-28}). 

Regarding claim 22: Baba et al teaches the basic claimed method [as set forth above 
with respect to claim 19], further comprising polymerizable UV absorbents and polymerizable 
dyes (16:66-17:3; 19:22-36). 

Regarding claims 23-24: Baba et al teaches the basic claimed method [as set forth above 
with respect to claim 19], further comprising 0.5 to 100 parts of a diluent {based on 100 parts 
monomer mixture}, specifically acetone (21:17-38). 

Regarding claims 25-26: Baba et al teaches the basic claimed method [as set forth above 
with respect to claim 19], wherein the surface treatment procedure was a plasma treatment 
[instant claim 25] (22:10-16), and a plasma treatment with oxygen [instant claim 26] (22:10-16). 



Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 



evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
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the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 3-8 rejected under 35 U.S.C. 103(a) as being unpatentable over Baba et al (WO 
01/171415) as applied to claim 1 above, and further in view of Shibata et al (US 4,547,543). 
For the purpose of examination, Baba et al (US 6,638,991) was used as the English translation 
of Baba et al (WO 01/171415). 

Regarding claims 3-8: Baba et al teaches the basic claimed composition [as set forth 
above with respect to claim 1]. Baba et al does not teach l-methyl-3-methylene-2-pyrrolidone 
as the pyrrolidone derivative. However, Shibata et al teaches a contact lens composition 
comprising l-methyl-3-methylene-2-pyrrolidone [instant claims 3-4] (1:1-5; 1:54-62, 2:1-14). 
Baba et al and Shibata et al are combinable because they are concerned with a similar technical 
difficulty, namely the preparation of contact lenses. At the time of invention a person of 
ordinary skill in the art would have found it obvious to have combined l-methyl-3-methylene-2- 
pyrrolidone, as taught by Shibata et al in the invention of Baba et al, and would have been 
motivated to do so since Shibata et al suggests that such pyrrolidones provide good 
polymerizability with (meth)acryloyl groups, thereby decreasing poor optical and mechanical 
properties resulting from phase separation (1:40-62), and is an equivalent alternative means of 
providing a contact lens comprising pyrrolidone derivatives. 

At the time of invention a person of ordinary skill in the art would have found it obvious 
to have combined l-methyl-5-methylene-2-pyrrolidone [instant claims 5-6], and 5-methyl-3- 
methylene-2-pyrrolidone [instant claims 7-8], which are regioisomers of 1-methy 1-3 -methylene- 
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2-pyrrolidone. A prima facie case of obviousness may be made when chemical compounds have 
very close structural similarities and similar utilities. "An obviousness rejection based on 
similarity in chemical structure and function entails the motivation of one skilled in the art to 
make a claimed compound, in the expectation that compounds similar in structure will have 
similar properties." In re Payne, 606 F.2d 303, 313, 203 USPQ 245, 254 (CCPA 1979) [see 
MPEP 2144.09]. 

Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Baba et al. (WO 
01/171415) as applied to claims 19 and 26 above, and further in view of Valiant, JR. et al. (US 
2002/0102415). For the purpose of examination, Baba et al. (US 6,638,991) was used as the 
English translation of Baba et al. (WO 01/171415). 

Regarding claim 27: Baba et al. teaches the basic claimed method [as set forth above 
with respect to claims 19 and 26]. Baba et al. does not teach a plasma treatment with a mixture 
of oxygen and water [instant claim 27]. However, Valiant, JR. et al. teaches a method for 
surface treating contact lens material comprising a plasma treatment with a mixture of oxygen 
and water {air drawn through 5% hydrogen peroxide solution} [instant claim 27] flj 10, 58). 
Baba et al. and Valiant, JR. et al. are combinable because they are concerned with a similar 
technical difficulty, namely plasma treatment of contact lenses. At the time of invention a 
person of ordinary skill in the art would have found it obvious to have combined plasma 
treatments in the presence of oxygen and water, as taught by Valiant, JR. et al. in the invention 
of Baba et al, and would have been motivated to do so since Valiant, JR. et al. suggests that 
such strong oxidizing plasma promote adhesion for bonding of the subsequent carbon deposition 
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layer fl[ 58), and is an equivalent alternative means of providing a plasma treatment for contact 
lenses. 

Claim 28 is rejected under 35 U.SiC. 103(a) as being unpatentable over Baba et al (WO 
01/171415) as applied to claims 19 and 26 above, and further in view of Hayashi et al (US 
6,503,632). For the purpose of examination, Baba et al (US 6,638,991) was used as the English 
translation of Baba et al (WO 01/171415). 

Regarding claim 28: Baba et al teaches the basic claimed method [as set forth above 
with respect to claims 19 and 26]. Baba et al does not teach a plasma treatment with a mixture 
of oxygen and tetrafluoromethane [instant claim 27]. However, Hayashi et al teaches a method 
for surface treating contact lens material comprising a plasma treatment with a mixture of 
oxygen and tetrafluoromethane [instant claim 27] (1:10-18; 21:7-15). Baba et al and Hayashi et 
al are combinable because they are concerned with a similar technical difficulty, namely plasma 
treatment of contact lenses. At the time of invention a person of ordinary skill in the art would 
have found it obvious to have combined plasma treatments in the presence of oxygen and 
tetrafluoromethane, as taught by Hayashi et al in the invention of Baba et al, and would have 
been motivated to do so since Hayashi et al suggests that such plasma treatment provide a 
substrate with substituents which a chemical reaction can proceed {the surface of the molded 
article may be chemically bonded further with a polymer or monomer} (21 : 16-23), and is an 
equivalent alternative means of providing a plasma treatment for contact lenses. 

Claims 29-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over Baba et al 
(WO 01/171415) as applied to claims 19 and 26 above, and further in view of Walther et al (US 
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6,379,004). For the purpose of examination, Baba et al. (US 6,638,991) was used as the English 
translation of Baba et al. (WO 01/171415). 

Regarding claims 29-30: Baba et al. teaches the basic claimed method [as set forth above 
with respect to claims 19 and 26]. Baba et al. does not teach a plasma treatment with a mixture 
of oxygen and organic silane [instant claim 29], specifically tetramethoxysilane [instant claim 
30]. However, Walther et al. teaches a method for surface treating ophthalmic lens material 
comprising a plasma treatment with a mixture of oxygen and tetramethoxysilane [instant claims 
29-30] (1 :4-6; 10:48-62). Baba et al. and Walther et al. are combinable because they are 
concerned with a similar technical difficulty, namely plasma treatment of ophthalmic lenses. At 
the time of invention a person of ordinary skill in the art would have found it obvious to have 
combined plasma treatments in the presence of oxygen and tetramethoxysilane, as taught by 
Walther et al. in the invention of Baba et al, and would have been motivated to do so since 
Walther et al. suggests that such plasma treatment provide a substrate with both an interface 
layer and a grease protection layer (10:48-50), and is an equivalent alternative means of 
providing a plasma treatment for ophthalmic lenses. 

Claims 31-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over Baba et al. 
(WO 01/171415) as applied to claims 19 and 26 above, and further in view of Turek et al. (US 
2002/013781 1). For the purpose of examination, Baba et al. (US 6,638,991) was used as the 
English translation of Baba et al. (WO 01/171415). 

Regarding claims 31-35: Baba et al. teaches the basic claimed method [as set forth above 
with respect to claims 19 and 26]. Baba et al. does not teach a plasma treatment with a mixture 
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of oxygen and methane [instant claim 31], and a mixture of oxygen, nitrogen, and methane 
[instant claim 32]. Baba et al does not teach a surface treatment that is a coating method of a 
hydrophilic polymer coating [instant claim 33], specifically plasma polymerization of 
hydrophilic monomers [instant claim 34], and plasma-induced graft polymerizations [instant 
claim 35. However, Turek et al teaches a method for surface treating ophthalmic lens material 
comprising a plasma treatment with a mixture of oxygen and methane [instant claim 31], and a 
mixture of air {oxygen and nitrogen} and methane [instant claim 32] 05-1 10). Turek et al 
also teaches a method for surface treating ophthalmic lens material comprising a plasma 
treatment coating method of a hydrophilic polymer coating [instant claim 33], specifically 
plasma polymerization of hydrophilic monomers [instant claim 34], and plasma-induced graft 
polymerizations [instant claim 35] (U105-1 10). Baba et al and Turek et al are combinable 
because they are concerned with a similar technical difficulty, namely the surface treating of 
ophthalmic lenses. At the time of invention a person of ordinary skill in the art would have 
found it obvious to have combined plasma treatments in the presence of air and methane, and 
plasma induced polymerizations, as taught by Turek et al in the invention of Baba et al, and 
would have been motivated to do so since Turek et al suggests that such plasma treatments 
provide a surface which is more ophthalmically compatible fl[ 106), and is an equivalent 
alternative means of providing a surface treatment for ophthalmic lenses. 

Claim 36 is rejected under 35 U.S.C. 103(a) as being unpatentable over Baba et al (WO 
01/171415) as applied to claim 19 above, and further in view of Niwa et al (US 5,516,467). For 
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the purpose of examination, Baba et al (US 6,638,991) was used as the English translation of 
Babae/a/. (WO 01/171415). 

Regarding claim 36: Baba et al teaches the basic claimed method [as set forth above 
with respect to claims 19]. Baba et al does not teach a method of coloring the ocular lens 
material by using a vat dye [instant claim 36]. However, Niwa et al teaches a method for 
coloring contact lenses by using a vat dye [instant claim 36] (1:4-8; 2:26-49). Baba et al and 
Niwa et al are combinable because they are concerned with a similar technical difficulty, 
namely the coloring of contact lenses. At the time of invention a person of ordinary skill in the 
art would have found it obvious to have combined vat dyes, as taught by Niwa et al in the 
invention of Baba et al, and would have been motivated to do so since Niwa et al suggests that 
such vat dyes can be uniformly dispersed in the monomer mixture (2:64-3:10; 3:30-40), and is an 
equivalent alternative means of providing a method for coloring contact lenses. 

The prior art made of record and not relied upon is considered pertinent to applicants' 
disclosure. See attached form PTO-892. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Pepitone whose telephone number is 571-270-3299. The 
examiner can normally be reached on M-F, 7:30-5:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Eashoo can be reached on 571-272-1 197. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571^72-11)00. 
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